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1. Purpose. To establish policies and procedures regarding the
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2. Cancel | ati on. NAVHOSP29PALNMSI NST 6700. 10B.

3. Action. Directorates and Departnent Heads shall ensure
conpliance wth the provisions of lenclosure (1)l. The Comrand
Equi prent Manager shall review gnciosure (1I)]annually or as
necessary, and submt changes to the Commandi ng O ficer for
approval .
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CHAPTER 1
EQUI PMENT MANAGEMENT

1001. Introduction. Audits and inspections have reveal ed a need
to devel op i nproved procedures to acquire, use, manhage, and

redi stribute equi pnent at Bureau of Medicine and Surgery (BUVED)
managed activities. Many itens of equi pnent are being poorly
used, because there are no procedures to identify unneeded or
under-utilized itens. Equipnment may sit idle in clinical
services while new procurenent requests are generated within the
command. Use of equi pment pools and periodic “wal k-t hrough”

i nspections can result in nore effective utilization of equipnent
and may elim nate unnecessary new procurenent.

1002. Policy. It is the policy of this comand to:
a. ldentify equipnent requirenents as early as possible.

b. Plan equipnent delivery and installation to avoid del ays
in availability and m nim ze disruption of the services provided.

c. Assess total inpact of equi pnent procurenent upon the
command (e.g., training requirenments, personnel requirenents,
operations and mai nt enance, Defense Health Program (O&M DHP) or
Mlitary Construction (MLCON) funding for site preparation for
construction, etc.).

d. Repair, nodify or recondition existing equi pnment, where
feasi bl e and cost effective, instead of new procurenent.

e. Use excess equi pnment avail abl e through Departnent of
Def ense, federal excess, or surplus listings, when feasible
i nstead of new procurenent.

f. Report excess equipnment to the Departnent of Defense,
federal excess, and surplus |istings.

1003. Definitions

a. Investnent Equipnment Itenms (Cass 3 Property). Navy-
owned equi pnent having an initial acquisition cost of $100, 000 or
nor e.

b. Equi pnent. Navy-owned personal property neeting the
follow ng criteria:

(I') Has an expected normal useful |ife of one year or
nor e. Encl osure (1)
1-1
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(2) I's used in performance of the assigned m ssion.
(3) I's not altered beyond its design capabilities.
(4) I's not consuned in the performance of its work.

(5 Is not an intregal part of a class 2 item (defined in
1003. e.

c. Mnor Property Itens. Equipnent having an initial cost
of nore than $1,000 but |ess than $100, 000, and with an expected
|ife of one year or nore and is not consumed by use.

d. Non-Technical Equipnent. Al other equi pnent and
furnishings in use at an activity such as, but not limted to,
of fi ce equi pnent, food service equi pnent, refrigerators,
freezers, wheelchairs, et cetera.

e. Plant Property. Includes all Navy owned real property
and Navy owned personal property of a capital nature in use at
activities of the Naval Shore Establishnent.

(1) Real property is divided into the follow ng cl asses:
(a) Plant property, class 1: |and

(b) Plant property, class 2: buildings, structures,
and utilities.

(2) Personal property (capital and equipnent) is
divided into the follow ng cl asses:

(a) Plant property, class 3: equipnent other than
i ndustrial plant equipnent (1PE).

(b) Plant property, class 4: industrial plant
equi pnent .

f. Technical Medical Equipnment. Itens of equi pnent used for
medi cal diagnostic or therapeutic purposes: (e.g., X-ray units,
el ectrocardi ographs (EKG), el ectroencephal ographs (EEG, el ectro-
surgical units, centrifuges, anesthesia equi pnent, speci al
function hospital beds, special |aboratory equi pnent, spectro-
phot oneter, cell counters, etc).

g. Audiovi sual Equi pnent and Supplies. |Itens used for
audi ovi sual purposes: (such as, film caneras, |enses, flash
units, slide projectors, video players, 1l6mmfilns, etc.).
Encl osure (1)
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1004. Responsibilities

a. The Command Equi pnent Manager shall:

(1) Be responsible for all phases of the managenent and
ensure internal control of property and equi pnent at this
activity per references (a) and (b).

(2) Maintain the official records of plant property and
the official financial plant property records.

(3) Be responsible for the planning, receipt, inventory
i nstal |l ati on, maintenance, replacenent, and di sposal of nedi cal
or dental equipnent.

(4) Assist the Head, Fiscal Departnment in budgeting,
property accounting, reconciling discrepancies, and financi al
record reporting.

(5) Route each equi pnent request through the Bi onedi ca
Repair Division, Facilities and the Safety Oficer for their
reconmendat i ons.

(6) Maintain a database, by directorate priority, of all
equi pnent requests.

b. Conptroller shall

(1) Review each equi pnment request submitted for accuracy
and conpl et eness of accounting data and avail ability of funds.

(2) Plan for funding to nmeet command equi pnent needs and
advi se on the avail able funding for validated equi prent require-
ment s.

c. Board of Directors shall:

(I') Participate fully in the Conmand’ s Central Equi pnment
Budget, identifying additional requirenents that may occur,
before or after, the regular budget subm ssion.

(2) Establish priorities for equi pnent purchases over
$5000 per item

d. Departnent Heads shall:

(1) Be responsible and held accountable for all govern-
ment property under their custody. Equipnment will not be
Encl osure (1)
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surveyed, transferred, disposed of, or |oaned w thout prior
approval of the Conmand Equi pnent Manager or Commandi ng Officer as
appl i cabl e.

(2) Review and validate property listings on a quarterly basis
and during departnment head turnovers.

(3) I'mediately report any equi pment received w thout plant
property or mnor property identification to the Comrand Equi prent
Manager .

(4) I'mediately report to Command Equi prrent Manager any
mat eri al shipment received directly fromvendors.

(5) Request approval to transfer equipnent for any reason on a
Transfer of Equi prent Form | Appendi x A).

(6) I'mediately report nissing, |ost, stolen, or danmamged
property to the Physical Security Oficer and Command Equi pnent
Manager, and initiate a Financial Liability/Property Loss Report,
DD Form 200.

(7) Designate in witing an Equi prent Custodi an and an
alternate. Forward copy to Conmand Equi prent Manager for insertion
into custody card file. Notice will be updated quarterly or within 10
(ten) working days of any changes as applicable. Only the departnent
head or his/her designated representatives are authorized to sign
cust ody cards.

(8) Maintain a file of equipnent requests on 29P 1149/1 that
have been processed through Fiscal and Material Managenent.

(9) Purchase equi pnent under $5000 without prior review by
Board of Directors, Equipnent Review Comm ttee.

(10) Subnit a 29P 1149/1 to purchase equi pnent itens under
$5000 to Material s Managenent.

(11) Ensure that inhouse inventories are conducted between
schedul ed quarterly inventories. Mnthly is recormended. These will
be conducted by the departnment head s designated representatives. A
listing of departnmental inventory can be obtained by contacting the
Command Equi prrent Manager .

e. The Physical Security Oficer shall
(') I'nvestigate | osses per reference (c) and provide results
of the investigation to the Command Equi pnent Manager for inclusion
with the survey certificate.

(2) Conplete Mssing, Lost, or Stolen Reports per reference
(c).

Encl osure (I)
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f. The Head, Personnel Managenent Departnent shall ensure that
all responsible custodians check in and out with the Command Equi prent
Manager .

g. The Command Safety Oficer is responsible for screening
equi pment for safety requirenments prior to use in the work centers.

h. Staff Menbers are responsible for the proper care, use,
and protection of hospital property.

i. The Director for Adninistration is designhated as the
Appoi nting Authority per SECNAVI NST 5500.4G for the M ssing, Lost, or
Stol en Program and shal |

(1) Upon review of the DD 200 (Appendix B), deternmine if the
ci rcunstances surrounding the | oss or danmage of the property require

investigation to determ ne potential personal liability or crimnal
activity. In the event this occurs, the follow ng procedures shall be
fol | owed:

(a) Appoint a Financial Liability Oficer by marking bl ock
13 C of the DD Form 200. Individual accountable or responsible for the
property being investigated will not be appointed as the Financi al
Liability O ficer.

(b) The Financial Liability Oficer conducts and conpl etes
the investigation pursuant to reference (c), conpletes Block 15, and
makes reconmendati ons to the Appointing Authority.

(c) The Appointing Authority then makes reconmendations to
the Approving Authority (Executive Oficer) regarding the need to hold
an individual liable financially for the loss, or to relieve them of
the responsibility for accountability of the |oss.

j. The Executive Oficer is appointed as the Approving Authority

for DD Form 200s. As such, he/she will nmake determ nations to either
relieve involved individuals fromresponsibility and/or accountability
or approve assessnent of financial liability.

k. Head Facilities Managenent Departnment shall screen applicable
equi pnent requests to ensure avail abl e power, water and space, are
avail able to support the equi prnent.

I. Environmental Health O ficer and Industrial Hygiene Oficer
will inspect all surveyed nedical equi pnment for biological and
hazar dous chem cal contam nants.

1005. The Survey Board. 1In the event that the Surveying Oficer’s
final action is not approved by the Review ng/ Appointing Authority, a
Survey Board shall be appointed by the Commanding O ficer for the

pur pose of conducting a nore thorough review The board shall consi st
of two or nore commi ssioned officers. The individual charged with the
custody of the property in question may not be a board nmenber.

Encl osure (1)
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a. Responsibilities of the Board:
(1) Review previous reports.
(2) Conduct its own investigation.

(3) Submt report and recommendation to the Conmandi ng
Oficer.

b. Final Action. The Conmanding O ficer shall take final action
on the results and recommendati ons of the board, except when the
property value or cost of repair exceeds $10, 000, or he/she is
personal ly responsible for the property in question. |n such
i nstances, the case shall be referred to the next higher level in the
chain of command.

1006. Equi pnent | nventories

a. Policy. Al records of plant and m nor equi pnent shall be
mai nt ai ned both on a quantitative and nonetary basis. Additionally, a
reconciliation of property records and equi pnent shall be conpleted at
| east sem -annual ly.

b. Sem - Annual Inventories
(1) I'nventories are held sem -annually in Septenber and March
(2) The Conmand Equi pnrent Manager (CEM shal |

(a) Validate property values in order to classify and
record the appropriate equi pment category. Equi pnment categories are
either classified as plant property or mnor property (plant property
over $100, 000; mi nor property under $100, 000.

(b) Provide a nechanized |listing of both plant and ni nor
property, by location, to each departnent head for verification
addi ti ons, and del eti ons.

(3) Departnent Heads shall:

(a) Verify that the plant property or mnor equipnment is
actually located in their departnent.

Encl osure (1)
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(b) Match the plant property or mnor property
nunber to existing equi pnent.

(c) Verify the serial nunber and the description of
equi pnent .

(d) Ensure that property nunbers are readily
visible, identifiable, and easily readable.

(e) Annotate legibly on each property listing any
equi pnment which was not identified to include the foll ow ng
i nformation:
1 Plant or m nor property nunber.

2 Item nonencl ature and descri ption.

Manuf act urer and nodel nunber.

o8

Manuf acturer’s serial nunber

[

5 Current |ocation.

(f) Itens identified as additional to the departnent
inventory shall be added to that inventory.

(g) Aclean and final copy of the inventory will be
forwarded to each departnent upon conpletion of the entire

comand i nventory. Department Heads will sign and date the
inventory listings and return a copy with acconpanyi ng
docunentation to Command Equi pnrent Manager. [|f equi pnent cannot

be located in the facility, the Departnent Head will conplete a
DD Form 200 within 30 days after conpletion of the inventory.

(4) The Command Equi prent Manager will update the
automated inventory listing to reflect additions, corrections,
and transfers.

(5 Mssing, Lost or Stol en Equi pnent

(a) Mssing, lost or stolen equipnent nust be
i medi ately reported to the Command Equi prent Manager and the
Physi cal Security Oficer.

(b) The Command Equi prrent Manager will request al
departnments to search for the m ssing equipnent. |In the event
the itemis not |ocated, the DD Form 200 wll be submtted to the
Director for Adm nistration for further action.

Encl osure (1)
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c. Triennial Inventory
(1) The Command Equi prent Manager is responsible for
conducting the triennial inventory of plant property per
reference (a).

(2) Inventories shall be conducted and conpleted within

the tine set forth in the inventory schedule. “Initial Inventory
Year” schedul e began 1 July 1991 and was conpl eted 31 March 1992.
The triennial inventories will continue on a simlar three year
cycle.

(3) Responsibilities

(a) The Board of Directors shall assign inventory
t eam nmenbers under the direction of the Command Equi pnent
Manager. There will be a mninmum of two teans consisting of two
menbers on each team

(b) The Command Equi pnent Manager shall :

1 Assign specific inventory areas, including
target dates.

2 Train personnel in taking inventory.

(c) Physical Inventory Teans shall

1 Be responsible for sighting and recording all
maj or equi pnent.

2 ldentify the equi pment by USN pl ant property
nunber, serial nunber, nonenclature, and | ocation. Note: |If USN
is not identified on equipnent, affix “USN by stencil or
et chi ng.

3 Confirmthat the plant property listing is
accurate by annotating additions, deletions, or corrections.
Additions will include the followng information: Plant property
nunber, Federal Supply nunber, preventive naintenance (nedical
equi pnent) nunber, item description, serial nunber, and estinated
val ue.

4 Notify the Conmand Equi pnent Manager if a
pl ant property item cannot be identified by USN pl ant nunber.
The Command equi pnent Manager will research the itemfor
identification purposes and provide the inventory teamwth
gui dance for attaching the correct property numnber.

Encl osure (1)
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5 Upon conpletion of a departnental inventory,
the inventory team shall obtain the Departnment Head s signature
attesting to the fact that the inventory was done, is valid, and
that they accept responsibility for the inventory as annot at ed.

6 Informthe Departnent Head, the Conmand
Equi pnrent Manager, and the Physical Security Oficer of any
item(s) m ssing.

(d) Inventory Team Reports shall:

1 Include team nanes, area inventory, findings,
two (2) copies of the plant property listing with additions,
corrections, or deletions, rough DD Form 1342s for “Gin by
| nventory.”

2 Be submtted for each area inventoried.

d. “Wal k-through Inspections” shall be conducted as needed
by an inspection team consi sting of:

(1) One Comm ssioned Oficer.

(2) The account abl e Departnment Head.

(3) Leading Petty Oficer, Medical Repair.

(4) A Recorder

e. Awitten report shall be provided to the Command

Equi prent Manager within five working days of the inspection on
the current status of equipnment. Negative reports are required.
1007. Screening. Al requests for procuring equipnent wll be
screened agai nst on-hand assets and excess or surplus |istings
mai nt ai ned by the Command Equi pnent Manager. Purchase requests
for medi cal equi pnent over $1000 shall be reviewed by Medi cal
Repair Division for conpatibility.

1008. Disposal and Survey of Equi pnent

a. |If equipnent itens are worn, obsolete, or excess to the
needs of the using departnent, the Departnent Head will submt a
Report of Survey (APPENDI X C)| to the Environnmental Health O ficer
and I ndustrial Hygiene Oficer. These personnel will inspect al
surveyed equi pnent for biological and hazardous chem cal
contam nants and certify such on the Report of Survey. No
equi pnent will be accepted without these signatures. The Report

Encl osure (1)
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of Survey will then be forwarded to the Equi pnent Manager who
Wil determne if the equipnent item (m nor or plant property)
shoul d be redistributed wwthin the command; turned over to the
Def ense Reutilization and Marketing O fice (DRMO); or

redi stributed by the direction of Naval Medical Logistics
Command.

(1) The Departnent Head is responsible for conpleting
bl ocks (1) through (11) of the Report of Survey. The Report of
Survey wll then forwarding it to the Equi pnrent Manager for
further disposition.

(2) The Command Equi prrent Manager will verify the
i nformati on and annotate the property record.

(3) Al nedical and non-nmnedi cal equi pment nust be
condition coded by a Bi onedi cal Equi pnent Repair Technici an
(BMET). The condition code nust be attached to the equi pnent
item before it is forwarded to DRMO

(4) Director for Admi nistration then nmakes a
determ nation on whether a formal Survey Board is warranted
before signing block (13), authorizing disposition by Mteri al
Managenent .

b. Equipnment will not be picked up or accepted for survey
turn-in until a Report of Survey is conpleted.

1009. Storage of Equi pnent

a. Equipnment which is tenporarily excess to the daily needs
of a departnment, but will be needed in the future may, with the
concurrence of the Head, Material Managenment Departnent, be
stored in the Material Managenent Departnent.

b. Requests for storing equipnment will be initiated by
menor andum  Requests shall include the property nunber, the nake
and nodel of the equipnment stored, the reason the itemis to be
stored, estimated length of tinme equipnent is to be stored, and
any peculiar storage requirenents (such as size restrictions,
climate control etc.).

c. Al nedical equipnent to be stored will be inspected by
the Medical Repair Division to ensure that equipnent is properly
prepared for storage and to provide a condition code.

Encl osure (1)
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d. A copy of the Transfer of Equi prment Form (Appendi x A)
wi |l be forwarded by the accountabl e Departnment Head to the
Command Equi pnent Manager when the itemis placed in storage.
Upon recei pt of this copy, the Conmand Equi pnent Manager wil |
change the | ocation code for that equipnment to reflect its
storage | ocati on.

e. Any equi pnent not intended for contingency purposes that
is stored in excess of 180 days or not clainmed after expiration
date will be considered for redistribution. The Departnent Head
wll be contacted to initiate a Report of Survey. Recall of
stored equi pnent requires 24 hours notice, except in energencies.

1010. Transfer of Equi pnent

a. \Wien a departnment requires equi pnent which is in the
cust ody of anot her departnent, a nmenorandum (Appendi x A) shall be
submtted to the Command Equi pnrent Manager for approval and
inventory transfer.

b. Medical equipnment may be | oaned or transferred to other
mlitary activities or naval vessels in an energency at the
di scretion of the Commanding O ficer by utilizing|Appendix D.

c. Equipment will not be renoved fromthe command w t hout
the Commandi ng OFficer’s approval.

1011. Equipnent ldentification. Departnent Heads will ensure
that each equipnent itemis properly identified with either
command identification tag, stencil or etching. Equipnent itens
not properly identified will be reported to the Command Equi pnent
Manager .

1012. Loan of Governnent Property

a. CGovernnent property loaned to staff or other commands
requires a nenorandum (Appendi x E) [ fromthe requesting departnent
Head to the Command Equi pnment Manager. Persons requesting | oans
wi Il hand carry the nmenorandumto the Command Equi pnent Manager.
Once the nenorandum has been received, a Naval Hospital Loan
Agreement (Appendix F)|will be conpleted by the Command Equi p-
ment Manager.

b. Home | oan equi pnment agreenents will be conpleted by the
Di scharge Pl anner and forwarded to Materials Managenent for issue
to the patient.

Encl osure (1)
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c. Governnent property will not be | oaned without the
agreenent being fully effected by all concerned. It is
enphasi zed that Departnent Heads are fully responsible for
government property under their cognizance and for follow ng the
correct procedure for |oan of that property.

d. Al loans of governnent property wll be directed by the
Mat eri al Managenent Departnent, Monday through Friday between the
hours of 0800 and 1600.

1013. Property Managenent and Budgeti ng System ( PVMBS)

a. The equipnent inventory is automated through the use of
the PMBS. The Equi pnment Manager is responsible for the main-
tenance and accuracy of the PVMBS dat abase.

b. Al equipnment will be assigned a barcode and a plant or
m nor property control nunber.

c. Equiprment data shall be entered into PMBS prior to the
equi pnent bei ng placed into service.

Encl osure (1)
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Chapter 2
EQUI PMENT REPLACENMENT

2001. Repl acenent Program | nvest nent Equi pnent

a. References (d) and (e) require every conmand to devel op
and maintain a formal equi pnent replacenment program A m ni num
program shall include the foll ow ng:

(1')An Equi prent Review Conm ttee, under the auspices of
the Board of Directors (BOD), which shall neet as directed by
reference (f). The BOD shall devel op the Conmand’ s i nvest nent
equi pnent budgets or additional requirenents after the budget
subm ssion and shall establish a priority for each item of
equi pnent over $5000.

(2) A continuing docunented review of the age and
physi cal condition of each item of equipnent will be conducted.
This action will assist in determining if an item should or
shoul d not be replaced. Reference (e) contains a guide to use in
determning the normal |ife expectancy of many itens of
equi pnent. However, it should only be used as a guide since the
condition and usage of the itemw |l aid in determining if it
shoul d be repl aced.

(3) Aformal preventive mai ntenance program as detail ed
in reference (e), to include condition coding of each piece of
equi pnent in the facility.

(4) Maintenance of an auditable record of investnent
equi pnent requi renments, both replacenent and new acqui sitions.

(a) Current Year. The fiscal year currently in
progress (e.g., the current year as of the date of this
instruction is Fiscal Year 1996).

(b) Apportionnent Year. The fiscal year follow ng
the current year (e.g., in FY-96 the apportionnent year is FY-
97) .

(c) Budget Year. The fiscal year two years follow ng
the apportionnent year (e.g., in apportionnment year FY-97 the
budget year is FY-98). This budget provides BUVED Program
bj ecti ve Menoranduns (POV) requirenents.

Encl osure (1)
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b. Al investnent equipnment requirenents will be docunented
on the Command Equi pnent Request, NAVMED 6700/ 12 contained in
Appendi x G

2002. Repl acenent Program Equi prent $5000 to $100, 000

a. Equi prent over $5000 but under $100,000 will be requested
on a DD Form 1149 and a M nor Equi pnent | nformation Suppl enent,
NH29P 6700/ 14 (Appendi x H) |and submitted to the Command Equi pnent
Manager .

b. The Command Equi prrent Manager will prepare a listing of
al | equi pment requests for review by the Board of Directors.

c. The BOD will review all equipnment requests for itens over
$5000 and forward their recomrendati ons to the Commandi ng O ficer
for approval or disapproval. Departnment Heads will be notified
by the Commanding O ficer’s endorsenent of the m nutes.

2003. Repl acenent Program Equi pnent Under $5000. Equi pnent
itens under $5000 require Departnment Head approval and are
reviewed by the Command Equi prrent Manager to ensure that the

equi pnent is not unnecessarily duplicated, and is conpatible with
exi sting equi pnent.

2004. Approval Required Prior to Procurenent

a. Equi pment Requiring Bureau of Medicine and Surgery
(BUVED) Approval .

(1) Al investnent equipnent itens over $100, 000 nmust be
approved by BUMED prior to procurenent. References (e) and (f)
provi de the gui dance required to seek approval .

(2) Restricted Equi prent Itens, which include the
fol | ow ng:

(a) Cinical Investigation Programor Radiation
Heal t h Speci alty Equi pnent.

(b) Autormated Data Processing (ADP) Equi prent.

(c) Navy Qccupational Safety and Heal th Program
Support Equi prent .

Encl osure (1)
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b. Equi pnent |easing. Pursuant to references (e), (g) and
(h) requests for |ease, or |ease renewals, of equipnent nust
i ncl ude an econom c anal ysis conparing costs of |ease versus
purchase. The Material Managenent departnment and the requesting
department will prepare this analysis in the format prescribed in
reference (g) and submt it to the Command Equi pnrent Manager.

Encl osure (1)
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Chapter 3
SAFE MEDI CAL DEVI CES REPORTI NG

3001. Medical Device Reporting for User Facilities

a. References (i) and (j) require every conmand to report
all nmedical device problens. A m ninum program shall include:

(1) The Equi prent Manager wi Il be designated as the
Command Safe Medi cal Devices Representative and will serve as the
contact person with the Defense Personnel Support Center (DPSC).
The DPSC is the Departnment of Defense clearing house and central
contact point with the Food and Drug Adm nistration (FDA). The
contact person is to be an enployee of the facility; however, the
facility and its officials have the ultimte respon-
sibility for conpliance with the requirenents.

(2) Inplenmentati on and mai ntenance of witten procedures
for the follow ng areas:

(a) Training and education prograns which focus on
enpl oyee responsibilities, including howto identify and report
events that nmay be subject to reporting. The Equi prent Manager
wi | | conduct these classes.

(b) Internal systens that provide for identification
comuni cation, and eval uation of events that nay be subject to
reporting. These systens should also include a standardi zed
review procedure (to include the Safety O ficer) for determning
when an event neets the criteria for reporting and nechanisns to
assure the tinely transm ssion of conplete reports.

(c) Docunentation and record keeping requirenments
for:

1 Incident information that was revi ewed.

2 All reports and information submtted to the
FDA and manuf act urers.

3 Information that facilitates the subm ssion of
sem - annual reports.

4 Systens that ensure access to information that
facilitates timely followup and inspection by DPSC and FDA

Encl osure (1)
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3002. Subm ssion of Reports

a. The Command Safe Medical Devices Representative nust
report nedical device related deaths directly to DPSC, FDA and
manuf acturer, if known, via an SF-380. Reports of serious
illnesses and injuries that are device related nust be reported
directly to the manufacturer. |If the manufacturer is not known,
the report will go directly to DPSC. DPSC expects user
facilities to make a reasonable effort to identify the
manuf acturer of a device involved in a reportable event if it is
not i mredi ately known.

b. Reports will be sent to DPSC at the foll ow ng address:

Def ense Personnel Support Center
QA Branch

Techni cal Operations Division
2800 South 20th Street

Phi | adel phia, PA 19145-5099

c. Reports submitted to the FDA shall be addressed as:

Food and Drug Adm nistration

Center for Devices and Radi ol ogi cal Health
MDR User Report

P. 0. Box 3002

Rockvill e, MD 20847-3002

d. Al inquiries about reporting should be nmailed to:

Food and Drug Adm nistration

Center for Devices and Radi ol ogi cal Health
Di vi sion of Product Surveillance (HFZ-340)
Medi cal Device Reporting Inquiries

1390 Piccard Drive

Rockville, NMD 20850

e. Appendix | jis the formfor reporting safe nmedical device
deficiencies using the codes provided in |Appendi x J.

3003. Reportable Events

a. A Medical Device Reporting (MDR) event refers to an event
for which a person has received or becane aware of information
that reasonably suggests that there is a probability that a
devi ce has caused or contributed to a death, serious injury, or
serious illness.

Encl osure (1)
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b. An MDR reportable event includes the failure of a
di agnostic device if information reasonably suggests that there
is a probability that a m sdiagnosis or |ack of diagnosis
resulted fromthe failure:

(1) Has caused or contributed to a death, serious injury,
or serious illness, or

(2) Would cause or contribute to a death, serious illness
or serious injury if it were to recur.

c. MR reportable events also include events that are
simlar or identical to previously reported events. Reportable
events caused by user errors or the failure to service or
mai ntai n devi ces nmust al so be sent to manufacturers or the FDA
dependi ng upon the event.

d. Al personnel are responsible for reporting MDR events to
t he designated Safe Medical Safe Devices Representative when they
recei ve or becone aware of information that reasonably suggests
that a reportable event has occurred. Medical personnel are
deened to “becone aware” of a reportable event when they have
sufficient information to nake a determ nation that a report is
required.

e. |If a bionedical device does not performas advertised or
mal functi ons, Bionedical Repair will notify the Command Safe
Medi cal Devi ce Representative.

3004. Death, Serious Injury and Illness Reporting Tine Frane.

a. When the Command has made a decision that the death,
serious injury, or illness is a reportable event, the report nust
be submtted within ten (10) working days.

Encl osure (1)
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APPENDI X A
TRANSFER OF EQUI PMENT
From
To: Command Equi prent Manager

Subj :  TRANSFER OF EQUI PMENT
Ref : (a) NAVHOSP29PALIMSI NST 6700. 10B
1. Pursuant to reference (a), the follow ng equi pnent:

a. ltem

b. Manuf act urer

c. Model

d. property account nunber/m nor property nunber

e. Serial nunber

is being transferred to:

as of

for the purpose of

Si gnature of rel easing Departnent Head

Si gnature of accepting Departnent Head

APPROVEDY di sappr oved

Command Equi pnent Manager

Copy to:
Medi cal repair Division

NH29P 6700/ 12 (REV. 3-92)

Appendi x A
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APPENDI X B

FI NANCI AL LI ABI LI TY | NVESTI GATI ON OF PROPERTY LGOSS

PRI VACY ACT STATEMENT

AUTHORI TY: 10 USC 136; 10 USC 2775; DoD Instruction ROUTI NE USES:  None.
7200. 10; EO 9397.

PRI NCI PAL PURPOSE: To officially report the facts and circunstances DI SCLOSURE: Vol untary; however, refusal to explain the
supporting the assessnent of financial charges circunstances under which the property was |ost,
for the |loss, dammge, or destruction of DoD danaged, or destroyed may be considered with
controll ed property. The purpose of soliciting other factors in determining if an individual will be
the SSNis for positive identification. held financially liable.
1. DATE I NI TI ATED ( YYMVDD) 2. | NQUI RY/ | NVESTI GATI ON NUMBER 3. DATE LGSS DI SCOVERED ( YYMVDD)
4. NATI ONAL STOCK NO. 5. | TEM DESCRI PTI ON 6. QUANTITY | 7. UNNIT COST 8. TOTAL COST
9. Cl RCUMSTANCES UNDER WH CH PROPERTY WAS (X one)
(Attach additional pages as necessary) LOST DANMAGED DESTROYED

10. ACTI ONS TAKEN TO CORRECT Cl RCUMSTANCES REPORTED | N BLOCK 9 AND PREVENT FUTURE OCCURRENCES (Attach additional pages
as necessary)

11. I'NDI VI DUAL COVPLETI NG BLOCKS 1 THROUGH 10

a. ORGANI ZATI ONAL ADDRESS (uwnit Designation, b. TYPED NAME (Last, First, Mddle Initial) c. AUTOVON DSN NUMBER

O fice Synbol, Base, State/Country, Zip Code)
d. S| GNATURE e. DATE SI GNED

12. (X one) | | RESPONSI BLE OFFI CER ( PROPERTY RECORD | TENB) | | REVI EW NG AUTHORI TY (SUPPLY SYSTEM STOCKS)

a. NEGLI GENCE OR ABUSE b. COMVENTS/ RECOMMVENDATI ONS
EVI DENT/ SUSPECTED

(X one)
| (1) Yes | | (2) No
c. ORGAN ZATI ONAL ADDRESS (unit Designation, d. TYPED NAME (Last, First, Mddle Initial) e. AUTOVON DSN NUVBER
O fice Synbol, Base, State/Country, Zip Code)
f. S| GNATURE g. DATE SI GNED
13. APPO NTI NG AUTHORI TY
a. RECOVMENDATI ON b. COMMENTS/ RATI ONALE c. FINANCI AL LIABILITY
(X one) OFFI CER APPQO NTED
(1) Approve (X one)
(2) Disapprove | (1) Yes | | (2) No
d. ORGANI ZATI ONAL ADDRESS (unit Designation, e. TYPED NAME (Last, First, Mddle Initial) f. AUTOVOV DSN NUMBER
O fice Synbol, Base, State/Country, Zip Code)
g. S| GNATURE h. DATE SI GNED
14. APPROVI NG AUTHORI TY
a. ACTI ON b. COWMVENTS/ RATI ONALE C. LEGAL REVIEW
(X one) COWPLETED | F REQUI RED
(X one)
(1) Approve
(2) Disapprove | (1) Yes | | (2) No
d. ORGANI ZATI ONAL ADDRESS (Unit Designation, e. TYPED NAME (Last, First, Mddle Initial) f. AUTOVON DSN NUMBER
O fice Synbol, Base, State/Country, Zip Code)
g. S| GNATURE h. DATE SI GNED
DD Form 200, FEB 91 Previous editions are obsol ete. S/N 0102- LF- 011- 9100
Appendi x B

to Enclosure (1)
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15. FINANCI AL LI ABILITY OFFI CER

a. FINDINGS AND RECOMMVENDATI ONS (Attach additi onal

pages as necessary)

b. DOLLAR AMOUNT OF LOSS

c. MONTHLY BASI C PAY

d. RECOMMENDED FI NANCI AL LI ABI LI TY

e. ORGANI ZATI ONAL ADDRESS (Unit Designation,

f. TYPED NAME (Last, First,

Mddle Initial) g. AUTOVOV DSN NUMBER

O fice Synbol, Base, State/Country, Zip Code)
h. DATE REPORT SUBM TTED TO APPO NTI NG i . DATE APPO NTED
AUTHORI TY ( YYMVDD) ( YYMVDD)

] . SI GNATURE k. DATE SI GNED

16. | NDI VI DUAL CHARGED

a. | HAVE EXAM NED THE FI NDI NGS AND RECOMVENDATI ONS OF THE FI NANCI AL LI ABILITY OFFI CER AND ( X one)

(1) Submt the attached statenment of objection. | (2) Do not intend to nmake such a statenent.
b. | HAVE BEEN | NFORVED OF MY RI GHT TO LEGAL ADVICE. MY SIGNATURE |'S NOT AN ADM SSION OF LI ABILITY.

O

ORGANI ZATI ONAL ADDRESS (Unit Designation,
O fice Synbol, Base, State/Country, Zip Code)

d. TYPED NAME (Last, First,

Mddle Initial) e. SOCI AL SECURITY

NUMBER

f. AUTOVON DSN NUMBER

g. SI GNATURE

h. DATE SI GNED

17. ACCOUNTABLE OFFI CER

a. DOCUMENT NUMBER(S) USED TO ADJUST PROPERTY RECORD

b. ORGANI ZATI ONAL ADDRESS (Unit Designati on,
O fice Synbol, Base, State/Country, Zip Code)

c. TYPED NAME (Last, First,

Mddle Initial) d. AUTOVON DSN NUMBER

e. SI GNATURE

f. DATE SI GNED

DD Form 200 (Back), FEB 91

Appendi x B
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APPENDI X C
REPORT OF SURVEY
This form is to be used for the purpose of surveying equipment only. It is not 1. REPORT OF SURVEY
intended to be used as an MLSR DD Form 200. All hospital units that have 2. SURVEY NUMBER

equipment to be surveyed will use this form. If the equipment is missing , lost or

stolen, the Operating Management Department may be contacted and the DD
Form 200 that covers missing, lost or stolen equipment may be obtained.

3. JULIAN DATE

4. NATIONAL 5. ITEM DESCRIPTION 6. QUANTITY | 7. UNIT COST 8. TOTAL COST

STOCK NO. NOMENLATURE:
MFG:

MOD#:

SER#:

PLANT AOCT/MP#

PM#:
BAROODE#:

9. REASON FOR SURVEY:

THIS EQUIPMENT HAS BEEN CLEANED, SANITIZED AND IS FREE OF ALL CHEMICAL AND BIO-HAZARDOUS

WASTE.
DEPARTMENT HEADS SIGNATURE:

PRINTED NAME:
GRADE:
TITLE:
MEDICAL EQUIPMENT WILL NOT BE ACCEPTED WITHOUT THE ABOVE INFORMATION.

CONDITION CODE BMET’S SIGNATURE

10. INDIVIDUAL INITIATING SURVEY

a. TYPED NAME (Last, First, Middle Initials) b. SIGNATURE c. DATE SIGNED

D. DSN NUMBER

11. RESPONSIBLE OFFICER

a. ORGANIZATIONAL ADDRESS (COMPLETE) b. TYPED NAME (Last, First, Middle Initial)

c. DNS NUMBER

d. SIGNATURE

d. DATE SIGNED

12. ACCOUNTING OFFICER

a. ORGANIZATIONAL ADDRESS (COMPLETE) b. TYPED NAME (Last, First, Middle Initial)

c. DSN NUMBER

d. SIGNATURE

d. DATE SIGNATURE

APPROVING OFFICIAL

APPROVED a. COMMENTS

DISAPPROVED

b. ORGANIZATIONAL ADDRESS (COMPLETE) c. TYPED NAME (Last, First, Middle initial)

d. DSN NUMBER

d. SIGNATURE

f. DATE SIGNED

NH29PALMS FORM 7720/01 (5-96)

Appendix C
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APPENDI X E
LOAN OF GOVERNMENT EQUI PMENT
Dat e:
From Head,
To: Command Equi pnent Manager
Subj: LOAN OF GOVERNVENT PROPERTY
Ref:  (a) NAVHOSP29PALMSI NST 6700. 10B
1. It is requested that the foll owi ng governnent property:

a. ltem
b. Plant Property Nunber/M nor Property Nunber:
c. Serial Nunber:

be | oaned to:

a. Nane:

b. Hone Address: Home Phone:
c. Oganization: Wor k Phone:
d. Supervisor: Wor k Phone:

for the purpose of:

(Departnent Head Signature)

NH29P 6700/ 11 (3-92)
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APPENDI X F
EQUI PMENT LOAN AGREEMENT

1. This is an agreenent of |oan between Naval Hospital,
Twent yni ne Pal ns and
as prescribed by NAVHOSP29PALMSI NST 6700. 10B.

2. The purpose for this loan is to
(not to exceed 90 days).

4. The property to be | oaned is:

Description:
Manuf act urer: Model :
Serial Nunber: Property Nunber:

Preventi ve M nt enance Nunber:

Condi ti on Code: Val ue:
5. |, the undersigned, understand the title and ownership of the
property described will remain within the departnent of the Navy,

Naval Hospital, Twentynine Palns, California.

6. |, the undersigned, do accept the obligation to protect al
proprietary, patent, and industrial rights in the property, the
information furnished with the property, and the information
derived fromit.

7. 1, the undersigned, will assune all liabilities,
responsibilities, and cost incurred incident to the |oan of
property, such as the renoval of the material from storage,
crating, handling, packing, transportation, activation,
conversion, operation, repair, return, and repl acenent of
material in storage.

8. |, the undersigned, assune all risk of |oss or damage and
will return the property in as good condition as when | oaned,
reasonabl e wear and tear accepted, and that expense of placing it
in such a condition will be nmy responsibility.

NH29P 6700/ 13 (3-092)

Appendi x F
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9. |, the undersigned, understand that in case of energency or
when it is determned to be in the best interest of the
Governnent, Naval Hospital reserves the right to revoke all or
part of this agreenent.

10. | will indemify the Governnent for all third party
liability arising in connection with the property during the
period of the | oan.

Nane: SSN: Dat e:
Organi zati on: Wor k Phone:
Honme Address: Home Phone:
Command Equi prent Manager : Dat e:

Borrower’s Signature:

COVPLETE ONLY AFTER | TEM HAS BEEN RETURNED
Dat e of Return:
Borrower’s Signature:

Command Equi prent Manager :

Date returned to Lendi ng departnent:

Depart ment Heads Si gnature:

NH29P 6700/ 13 (3-92)

Appendi x F
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EQUI PVMENT REQUEST Ul C ECN:
4. Equiprment is__ New

/ _Expansion___ Replacenent _ Upgrade If
r epl acenent / upgr ade, conpl ete the foll owi ng:

a. ltem being repl aced/ upgraded Normencl ature: Manuf :
Model No: Serial No: Pl ant Acc#

b. Proposed disposition of replaced item __ Dispose Excess __ Retain
Wiy retain?:

6.

5. Requesting Departnent Head I's ASDP required?__Yes(attach copy)__No

Typed nane/ si gnature Phone no. Typed nane/si gnature of Head, MD Dat e

7. Facilities Manager:
a. Is facility nodification required (ie: additional electrical support, plunbing, energency power, gas,
exhaust, additional heating, A/C, ventilation, radiation shielding)?

______ Yes _  No (1f yes, estimated Cost)$
b. Is installation required? __ Yes ___ No (If yes, estimated cost)$
c. Are M/R2 dollars required for installation? __ Yes ___ No(lf yes, are the available)__Yes _ No

d. Are there any environnmental inmpacts due to the proposed request (ie: nore hazardous waste
generated, increased noise |levels, radiation, ozone depleting substances)?
e. Additional considerations not previously nentioned.

Typed nane/signature of Facilities Manager Phone no.

8. Bionedi cal Engi neering Representative:
a. Maintenance/repairs will be provided by:
_____ I n/ house BMET (Is additional training required)? Yes No
_____ Conmmerci al contract (Estimated Cost)$
b. Conplete for replaced equip: Mnth/Yr installed Life expectancy__ Cond Code___
Total manhours expended: Preventive Maint: Corrective Maint:
Cost of repair parts/service to date:$___ Cost of Maint service to date$__
I s mai ntenance record (NAVMED 6700/ 3 or BIOFACS) attached_ Yes Not avail abl e
Typed nane/signature of Bionmedical Engineering Representative Phone No.
9. Are there any OSHA requirnents?___Yes _ No 10. Revi ewed by Equi pnrent Review Committee
If yes, attach addendum (P-5132, Annex 4)
Typed nane/signhature of Safety Oficer Date Typed nane/ si gnature of Chairman Dat e
11. Type of funding __ OP__ FIP__ _IH Lease 12. Commandi ng Officer:
___Collateral &M
Typed nane/ si gnature of Conptroller Dat e Typed name/ si gnhature Dat e

13. HSO, NEHS, or HSETC Revi ew

Typed nane/si gnature of Equi pment Mgr Date

Typed nane/ si gnature of reviewer Dat e

NAVVED 6700/ 12 ( 12/ 89)
G2
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EQUI PMENT REQUEST

1. Medical Facility (Nane and City): u cC ECN:
Requesti ng Dept: Branch U C. DATE:
St andar d Nornencl at ur e: Dept Code: Command Priority:

Equi p Type Code:

2. | TEM DESCRI PTI ON (How t he equi pnent will be used with general description and
characteristics including ALL conponents and accessori es)

Suggest ed Manuf acturer: Model No: Acq Cost:

3. JUSTI FI CATI ON:
a. Howis the function of the requested itemcurrently being acconpli shed:

b. Inpact of acquiring requested item (Affect on CHAMPUS, workl oad, efficiency, productivity,
manpower, cost reduction, maintenance, etc. include increases and decreases):

c. What similar equipnment is available in YOUR FACILITY and how nmany hours per day is it
used?:

d. WIIl requested itembe used in conjunction with other equi pnment (existing or programmed?:

e. Inpact if itemis not funded in the Fiscal Year requested:

f. Cost to rehabilitate old equipnent: $

g. Is this itemin support of Cccupational Health functions? Yes No
h. Is training required?: Yes No (If yes, has O&M fundi ng been identified?)
Appendi x G

to Enclosure (1)
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Equipment Request

Medical Facility Naval Hospital 29 Palms

Dept/Div: Biomedical Engineering UIC:35949

Date prepared Standard Nomenclature:

1. Essential Characteristics:(detailed, nontechnical, functional description, including accessories and options. Minimum features and
capabilities required to perform the intended task. DO NOT use manufacturer’s model number, catalogue numbers or proprietary
information. Must be generic, not manufacturer specific)

Is this equipment a replacement item No  Yes, PM# of existing unit

JUSTIFICATION:

How is the function currently being accomplished? (Champus, TAD/Referral to camp Pendleton, ETC)

Impact of acquiring equipment? (Affect on Champus, workload, productivity, cost reduction, Maintenance, etc.. Include increases and

decreases)

2. General design features required to meet existing installation limitations: N/A

a. Maximun dimensions in inches: Height Width Depth
b.Weight not to exceed (in pounds)
c. Electrical VVoltage requirements VAC Hz Amp Phase

d. Mounting Requirements: (Seismic, Fastened to floor, ceiling, deck)
e. Right or left hand operation:
f. Other unique requirements (surge protectors, Locks, Doors, etc)

3. Installation Requirements: (circle as appropriate)
a. No installation Required

b. Government installed. All installation and site preparation will be completed by the government. Contractor will furnish
installation instructions/site preparation requirements within 10 days of award of contract.

c. Contractor installed. Price of installation will be included in contract.
(1) Contractor will provide plans for required facility modification/site preparation within 10 days of award of contract.

(2) on site pre bid (offer) visit required. Contractor will schedule a site visit within 15 days of solicitation due date. Date site
will be available is .

(3) Scale drawing of installation site attached.
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Installation requirements approved:
Biomedical Engineering Facilities Management
Department

4. Training:
a. No operator training required.

b. Training Required.
Operator/User: Number of trainees.

Location of training: On site Manufacturers site

5. Is the ability of the manufacturer to provide local maintenance and support Critical?
NO __ yes__ hoursperday __ days per week. Repair and parts ____ Preventive Maintenance only ___
6. Shipping Instructions:
a. Ship to Address: NAVAL HOSPITAL 29 PALMS
b. Special handling instructions:
c. Required delivery date:
7. Known acceptable sources of supply: (Attach Manufacturers literature and a complete list of components, parts,
options)
Source #1 Example
ERBE USA 404-349-0900
3800 camp creek Pkwy

Atlanta GA 30331

a. Model APM 600, with Extension Board and Test Box 2

Source #2 BIOTEK 800-451-5172
Source #3 Dynatech Nevada 800-648-7952
Appendi x H
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8. Any other sources found to be acceptable: (Continue block 7)

9. Unacceptable companies reviewed and why unacceptable: (incompatible with existing equipment, does not meet resolution
standards, etc...)

10. Sole source procurement required? (If yes, complete sole source justification)

11. Does this equipment require an ASDP? (If yes, consult MID for justification)
12. Biomedical Engineering Requirements:

Test equipment required to support equipment:

2 Operator manuals
2 Service Manuals
Can the existing unit be refurbished? Cost $

Service/Maintenance Training Requirements:  Number of trainees Cost $

13. Signatures of approval: (typed name and signature are required)

Originator Phone # Date
Head, Biomedical Engineering Phone # Date
Head, Facilities Management Department  Phone # Date
Equipment Manager/Supply Officer Phone # Date
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APPENDI X |
MEDI CAL DEVI CE REPORTI NG TEST FORM

10.
11.
12.
13.
14.
15.
16.

HFCA No. Year Sequence

PART 1

TEST FORM
User Facility (or Distributor) Nane

User facility (or Distributor) Zip Code

Type of Subm ssion A- Original Subm ssion
B- Response to FDA Request

DEVICE IDENTIFICATION C- Correction of Subm ssion

D- Additional Information
Manuf act urer Name

Brand Nane

CGeneri c Product Name

Model Nunber

Cat al og Nunber

O her | D Nunmber

Serial Nunber

Lot Nunber

Devi ce Expiration Date MM YY
Devi ce Purchase Date MM YY
Devi ce Labeled for Single Use (Y or N)
| mpl anted Device (Y or N)

If yes, Device Inplant Date MM DY YY
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PATIENT INFORMATION
17. Age __ years (or ___months) 18.Sex (MorF)
19. Medical Status prior to Event (see codes)
20. Multi-Patient Involvement (Y or N)

2l. If yes - How many Patients were involved
Include Above Details for Each Patient in Attached Narrative

DEVICE MAINTENANCE AND SERVICE INFORMATION
22. Serviced in Accordance With Service Schedule (Y or N)

23. Last Date devices Was Serviced MM/YY

24. Service performed By (see codes)

25. Service Documentation / History Available (Y or N)
EVENT INFORMATION

26. Type of Adverse Event (D,IN,ILM)

27. Imminent Hazard to Public Health (Y or N)

28. Date of Event MM/DD/YY

29. Date Medical personnel Became Aware of Event MM/DD/YY
30. Date Event Was Reported to Manufacturer MM/DD/YY

3l. Was Device Used as Labeled and Intended (Y or N)

32. Who Was Operating Device When Event Occurred (see codes)

33. Location of Event

34. Were Other Devices in Use at the Time of the Event (Y or N)
If Yes - include list of any relevant devices and their
manufacturers in the narrative event description.
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EVENT DESCRIPTION

35. In addition to the above event data, provide a narrative

description of the event bel ow, including what happened, how the device
was i nvolved, and nature of the problem Attach

addi ti onal pages if needed.

EVALUATION
36. Was the device Evaluated After the Event (Y or N

37. Method of Evaluation (see codes)

38. Results of Evaluation (see codes)

39. Concl usion (see codes)

40. Certainty of Device as Cause or Contributor to Event (see codes)
41. Corrective Actions Taken by Facility (see codes)
42. |s the device Available for Further Evaluation (Y or N)

43. |If Not, Was the Device Destroyed or Disposed O (Y or N

SOURCE OF REPORT (1 F REPORTED BY A DI STRI BUTOR)

44, Source Type (see codes)

45, Sour ce Name

46. Address

47. Phone: 48. City

49. State 50. Zip Code
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USER FACILITY OR DISTRIBUTOR CONTACT IDENTIFICATION

51. Cont act Name

52. Title

53. Address

54. Phone 55. City

56. State 57. Zip Code

58. Date of This Report MM DI YY

Reporter Signature
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APPENDI X J

TEST FORM CODES

ltem 24 1. Distributor
2. Factory trained, authorized, or owned service
or gani zati on

3. SATI SFACTORY

9. UNKNOWN

3. Independent service organization
4. I ndependent factory trained or authorized service
or gani zati on
5. manuf acturer
6. User facility Bionedical Departnent
9. Unknown
0. O her
I[tem 32 001 Physician
002 Nurse
100 O her healthcare Professional (unspecified)
101 Audi ol ogi st
102 Dental Hygieni st
103 Dietician
104 Emergency Medical Technician
105 Medi cal technol ogi st
106 Nucl ear Medi ci ne Technol ogi st
107 Cccupational Therapi st
108 Paranedic
109 Pharnmaci st
110 Phl ebot om st
111 Physical Therapi st
112 Physici an Assi st ant
113 Radi ol ogi ¢ Technol ogi st
114 Respiratory Therapi st
115 Speech Ther api st
300 Other Caregivers (Unspecified)
301 Dental Assistant
302 Home Health Aide
303 Medical Assistant
304 Nursing Assistant
305 Patient
306 Patient famly menber or friend
307 Personal care assistant
400 Service and Testing Personnel
401 Bi onedi cal Engi neer
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402 Hospital Service Technician
403 Medi cal Equi pnment Conpany Techni ci an/ Representati ve
404 Physi ci st
405 Service Personnel
499 Unattended
Item 33 500 Hospital
501 Catheterization Suite
502 Critical Care Unit
503 Dialysis Unit
504 Enmergency Room
505 Exam nati on Room
506 Pat hol ogy Depart nent
507 Maternity Ward - Nursery
508 QOperating Room
509 CQutpatient Cinic
510 Patients Room or Ward
511 Radi ol ogy Depart nent
600 Anbulatory Health Care Facility
601 Anbul atory Surgical Center
602 Bl ood Bank
603 Bl oodnobi |l e
604 Catheterization Lab
605 Chenot herapy Center
606 CLINC
607 Dialysis Center
608 Drug dinic
609 I maging Center - Mobile
610 Inmaging Center - Stationary
611 Laboratory
612 Mbile Health Unit
613 MR Centers
614 Psychiatric Center
615 Tuberculosis Cinic
616 Urgent Care Center
700 Long-term Care Facility
701 Hospice
702 Nursing Honme
703 Psychiatric Facility
704 Rehabilitation Center
705 Retirenment Hone
810 Patients Hone
820 In Transient to User facility
830 Public Venue Unspecified
831 CQutdoors
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832 Park

833 Pl ayground

834 Public Building

835 School

836 Street
9 Unknown
0 O her

Item 37 Device Eval uated
01 Actual device involved in incident was eval uated
02 A device fromthe sane | ot of the actual device
involved in the incident was eval uated

Type of Eval uation Perforned

11 Conmputer hardware performance tests conducted
12 Computer software performance tests conducted
20 Electrical tests perforned

30 Mechanical tests perforned

40 Performance tests perforned

50 Visual exam nation
9 None or unknown
0 Oher

Item 38 Category A - Drive

101 Conponent Failure

102 Conputer hardware Problem

103 Conputer Software problem

110 Design unspecified

111 Design | nadequate

112 Design Human factors

120 El ectrical problemunspecified

121 Short Circuit

122 Open Circuit

131 End of Life

132 End of Life Premature

141 Expected wear and deterioration

142 Failure to cycle

143 Foreign material contam nation

144 | nadequate quality assurance

145 Insufficient |ubrication

146 Insul ation deterioration

150 Labeling Probl ens

151 Labeling Difficult to read

152 Labeling inconplete

153 Labeling difficult to understand

154 Label i ng servi ce manual

155 Labeling user instruction nmanual

156 Label i ng on package

157 Label i ng package insert
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158 Labeling inadequate instructions for use
159 Labeling incorrect instructions for use
161 Loss of Lubrication
170 Manufacturing
181 WMaterial degradation or deterioration
191 Mechani cal Probl em
192 CQut of Specification
194 Sterilization
195 Storage or shipnent
196 Telenetry failure
9 None or Unknown
100 O her
Cat egory B Use of Device
201 Failure to service
202 Failure to follow instructions
203 Incorrect technique procedures
204 Mated with inconpatibl e equi pnment
205 M sapplication of device
210 Modification of device unspecified
211 Modification by user
212 Modification by authorized organi zation
213 Modification by other service organization
215 Modification by distributor
220 Reuse of device unspecified
221 Reused non-reusabl e device
222 Reused devi ce beyond | abel ed specifications
230 Used according to | abel ed indications
9 Unknown
200 O her
Category C Physi ol ogical Procedural Factors
310 Anticipated unspecified Physiological procedure
311 Anticipated adverse reaction - long term
312 Anticipated adverse reaction - short term
313 Inherent risk of procedure
314 Known long termconplication of procedure
315 Known short term conplication of procedure
316 Patient’s condition
321 Caused by anot her device
322 Related to another device
331 Environnental factors
332 | nproper atnosphere
333 Diagnosis contradi cted use of device
334 Support System probl em
340 Unantici pated unspecified Physiol ogi cal procedure
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341 Unantici pated adverse reaction - long term
342 Unantici pated adverse reaction - short term
343 Unanticipated |long termconplication
344 Unanticipated short term conplication
9 Unknown or none
Category D - Device Conponent or Subassenbly Fail ures
Devi ce Specific Codes
Anest hesi a Machi ne
401 Absor ber
402 Actuat or
410 Alarm
411 Al arm - audible
412 Al arm - power
413 Alarm - pressure
420 Bacterial filter
421 Battery
422 Breathing circuit
423 CO2 nonitor
424 Cyli nder
425 EKG noni tor
426 Fl owret er
427 (Gas scavengi ng
428 Hum difier
429 i neter
430 Oxygen anal yzer
431 Spironeter
440 Val ve
441 Valve - contro
442 valve - directional
443 Val ve - PEEP
444 Valve - relief
445 Val ve - sel ector
450 Vapori zer
Endot racheal and Tracheal Tubes
461 Fl ange
462 Luer valve
463 (bt urator
464 Pil ot ball oon val ve

465 Styl et
Resusci t at or

470 Val ve

471 Val ve - exhal ati on
472 Valve - inhalation
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473
474
9
Venti |
500
511
512
513
514
515
516
517
518
530
531
532
533
534
535
536
537
538
539
540
541
542
543
544
545
546
547
548
550
551
552
554
555
556
557
558
570
571
572
573
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Val ve - PEEP

Valve - relief

None or Unknown

at or

Al arm

Alarm - assenbly

Al arm - audi bl e

Alarm - high inspiratory pressure
Alarm- low inspiratory pressure
Al arm - oxygen pressure

Alarm - power

Alarm - vi sual

Al arm - vol une

Anal og

Battery

Crcuit Board

Conver si on
CPU board
Cyli nder val ve

Di ode

Di spl ay board
Exhal ation filter

Heat er

Hum di

fier

Integrated circuit

Li ght
Limt
Logi c

Mbt her

Mot or

emtting diode
switch
board
board

PC board

Pot ent i oret er
Pressure sensor
Pressure tubing

PROM
Sol enoi d
Sono - alert

St epper not or
Transducer

Tr ansi
Val ve
Val ve
Val ve
Val ve

(1)

st or
flap

fl ow
inlet port
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574 Valve inspiratory
575 Valve outl et port
576 Val ve PEEP
577 Valve pressure limt
578 Valve relief
579 Valve safety
580 Wring harness
9 None or unknown
500 O her
Cat het er and Transducers
611 Balloon
612 Cap
613 Hub
614 manifold
615 Port
616 Stopcock
617 Y-piece connector
Heart Val ve
631 Ball
632 Cage
633 Cusp
634 Disc
635 Leafl et
636 Pivot
637 Prong
638 Stent
El ectrical Lead
641 Insulation
Pacenaker
671 Battery failure
672 Adapter failure
673 Early EOL, RRT indicator
674 Electrode failure
675 Hybrid circuit failure
676 IC failure
677 Magnet response failure
678 Programm ng failure
679 Rate - nodul ated paci ng sensing failure
680 Telenetry failure
9 None or unknown
600 O her
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General Codes (all devices)
701 Alarmfailure
703 Anal og di spl ay
704 Battery pack
705 Cable
706 Cassette
707 Charger
709 CO2 nonitor subassenbly
710 Conponent failure
711 Connector or adapter
712 Sw tches
713 CRT/ VDT nonitor failure
714 Defibrillator paddles
715 Defibrillator subassenbly
716 Di aphragm
717 Digital display
718 Discrete conponent
719 EKG ECG subassenbl y
720 El ectrode
721 Fail-safe systens
723 Foot switch
724 (Gauges/ neters
725 CQuidewire
726 Hol |l ow fi ber
727 Integrated circuit board
728 Integrated chip
729 Keyboard
730 Menbrane
733 Motor
734 02 nonitor
735 i neter
736 Potentioneter
737 Power cord
738 Power supply
740 RAM and ROM nenory
741 Recorder
742 Rel ay
743 Tel emetry equi pnent
744 Transducer
745 Transf or mer
746 Tubi ng
747 Val ve
9 None or unknown
700 O her
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